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FFORTS ARE CURRENTLY WELL

under way to alter both the U5

federal regulations and the in-

ternational guidelines that gov-
e or are intended to govern medical
research. At the international level, both
the Declaration ol Helsinki' and the In-
ternational Guidelines of the Council
for International Organizations of Medi-
cal Sciences (CIOMS)? are under re-
view,

In the United States, the National Bio-
ethics Advisory Commission (NBAC),
appointed by President Clinton in 1995,
is charged with reviewing the US fted-
eral protections pertaining to human
subjects research.’ In addition, the US
Office for Protection from Research
Risks {OPRR) has intensilied its activi-
ties in the last 2 years, scrutinizing more
closely the practices of major research
centers. In 1998, OPRR revised for the
first time since 1981 the federal regu-
lations governing expedited review ol
research.”’ The principal focus of this
article is on developments at the fed-
eral level.

HISTORICAL BACKGROUND

The US federal regulations that gov-
ern [ederally supported research with
human subjects derive in part [rom 2
international codes promulgated after
World War 1l in reaction to grossly un-
ethical experimentation by Nazi phy-
sicians. These are the Nuremberg Code
(1947)° and the Declaration of Hel-
sinki (1964, since revised several
times) ! The first was the work of the
US judges who tried the accused Nazi
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United States regulations governing federally supported research with hu-
man subjects derive in part from 2 international codes, the Nuremberg Code
and the Declaration of Helsinki. The Declaration of Helsinki states that “ con-
cern for the interests of the subject must always prevail over the interests of
science and society.” The concept of minimal risk and the principle of in-
formed consent are the key means by which US federal regulations seek to
protect the rights and welfare of the individual in the research setting. Cur-
rent trends in medical research—including increased funding, ever-greater
capabilities of computers, development of new clinical tools that can also
be used in research, and new research tools developed through research itself—
are creating greater demand for human subjects, for easier recruitment and
conscription of these subjects, and for unimpeded access to patient medical
records and human biological materials. Nationally and internationally, there
are new pressures to subordinate the interests of the subject to those of sci-
ence and society. The National Bioethics Advisory Commission, which is about
to undertake a comprehensive review of the US system of human subject

protections, faces a daunting task.
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physicians, the second, the work of the
World Medical Association. The
Nuremberg Code has been called “the
most important document in the his-
tory ol the ethics of medical re-
search,” while the Declaration of Hel-
sinki has been described as “the
fundamental docoment in the field of
cthics in biomedical research.”*r*
There are differences in these codes,
but they are alike in their insistence that
patient autonomy be respected and sup-
ported and in their elevation of con-
cern for the rights of individual pa-
tients and research subjects above
scientific and societal goals. Adherence
to the standards set by the Declaration
of Helsinki is required by more than 500
medical journals in the “Uniform Re-
quiremenits [or Manuscripts Submitted
to Biomedical Journals.”!® This docu-
ment instructs authors: “When report-
ing experiments on human subjects, in-
dicate whether the procedures followed
were inaccordance with the ethical stan-
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dards of the responsible committee on
human experimenzation (institutional or
regional) and with the Helsinki Decla-
ration. . . ."!* The Declaration iself re-
quires that “the research protocol should
always contain a statement of the ethi-
cal considerations involved and should
indicate that the principles enunciated
in the present Declaration are com-
plied with.”*

The fifth and sixth principles in the
Basic Principles section of the Decla-
ration of Helsinki' spell out the per-
spective of the Declaration with re-
spect to the appropriate relationship
herween individuals whe serve as sub-
jects in research and the goals of sci-
ence and society. These principles read:

5. Every biomedical research project involv-
ing human subjects should be preceded by
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careful assessment of predictable risks in
comparison with foreseeable benefits to the
subject ot to others. Coneern for the inter-
ests of the subject must abways prevail over
the inferests of science and society.

6. The right of the rescarch subject w safe-
guard his or her integrity must always be
respected. Every precaution should be taken
to respect the privacy of the subject and o
minimize the impact of the study on the sub-
ject's physical and mental integrity and on
the personality of the subject.

A corollary of these principles is that
“whether rescarch results are impor-
tant is immaterial in judging the ethics
of the research.”! That is, a study ought
not to be judged cthical at its inception
simply hecause it may produce useful re-
sults, and a study cannot become ethi-
cal ex post facto simply because it has
produced useltul resulis.

PRESSURES TO WEAKEN
HUAMAN SUBJECT
PROTECTIONS

The concept of minimal risk and the
principle of intormed consent are the key
means, although not the only ones, by
which the US federal regulations per-
taining (o human subject research seek
1o protect the rights and welfare of the
individual in the research setting. Yet the
principle of consent “so unequivocally
stated in the Nuremberg Code” is “di-
luted and deemphasized” in the exist-
ing federal regulations."' Current trends
in research and research regulation con-
tinue to erode the requirement of con-
sent, while the notion of minimal risk
has become, 45 a commentator put it re-
cently, “upwardly mobile,”*? These de-
velopmenis reflect a shift away from the
underlying ethical [ramework ol the
Declaration of Helsinki, as expressed in
the principles cited above.

These principles embody a point of
view forcelully articulated by the phi-
losepher and bioethicist Hans Jonas in
a seminal article published in 1969."
“The physician,” Jonas wrote, *is obli-
gated to the patient and to no one else.
He is not the agent ol society, nor of the
interests of medical science.”™ Jonas rec-
ognized that adherence to this stance
might slow the march of medical
pragress but took the position that
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“progress is an optional goal” and that
“its tempo in particular, compuisive as
it has become, has nothing sacred about
it.”!* The erosion of fundamental moral
values seemed to Jonas to be a greater
threal to society than slower progress in
the conquest of disease and disability.

In recent years, however, in discus-
sions regarding consent requirements,
expedited review, medical privacy, ge-
netic studies, research with the men-
tally ill, and other topics, it has become
common to rcad or hear statements by
mecdlical researchers that assert the pri-
macy of the interests of science and so-
ciety and that place the burden of justi-
fication on those who would put any
obstacles in the way of scientific and so-
cicial goals. These assertions are often ac-
companied by an unwillingness to ad-
mit that there are any true conflicts
between the progress of science and the
protection of human subjects.

For example, a recent NBAC repor
concerning research involving per-
sons with mental disorders that may af-
fect decision-making capacity states:
“Protecting human subjects from harm
in research is perfectly compatible with
pursuing important research goals; one
does not have to be compromised to ac-
commodate the other.”'® This san-
guine assessment, however, is belied by
the disagreements with respect to how
to handle conflicts between subject pro-
tection and science [acilitation that
emerged during the drafting of this
same NBAC reporl.

Particularly contentious was an
NBAC recommendation that would
permil a waiver of the consent require-
ment for research involving greater than
minimal risk that includes a subject
with impaired decision-making capac-
ity and that does not offer the pros-
pect of direct medical benefit to the sub-
jeet. A waiver would be permitted under
this recommendation if (1) a surro-
gate for the individual with impaired de-
cision-making capacity grants permis-
sion for the individual’s participation
in the research and (2) a special panel
of the US Department of Health and Hu-
man Services also grants permission,
based on a [inding that the research “of-

[H

fers the possibility of substantial ben-
efit to the population under study.” and
that “its risks fo subjects are reason-
able in relation to this possible ben-
eﬁl.”l‘i(m‘lﬂ.hl)

[n an addendum to the NBAC re-
port, Alexander Capron, LLEB, a mern-
ber of the commission, observed that
there is no way to avoid some measure
of conflict between the pursuit of re-
scarch and human subject protection.
Capron, an advocate of strong human
subject protections, noted that those
“who favor placing some restrictions on
research in the name of protecting sub-
jects must recognize that we thereby de-
prive the populations of which those
subjects are a part of any additional ben-
efits unfettered research would pro-
vide beyond the benefits that can be
achieved when more protective rules are
[ollowed.”##87 The “heated pro-
tests”!* (Capron's words) against cer-
1ain protections recomniended in the
report, as well as the lobbying against
more far-reaching protections that were
not incorporated, indicate the relue-
tance of some to accept this cost.

It is the rapid march of science itsell
that is largely responsible for the pres-
sures to weaken subject protections. Ca-
pability tends to be at odds with re-
straint. With respect to medical research,
capability has expanded dramatically
during the last 2 decades. Important [ac-
tors are (1) the increase in available
funds [or medical research, (2) the vastly
increased capabilities of computers, (3)
the development of new clinical tools
that can also be used tor research (eg,
imaging tools), and (4) the develop-
ment of new research tools as an out-
come of the research process itsell (eg,
the tools and techniques of microbiol-
ogy). These increased capabilities are
generaling demands for ever-larger num-
bers of human subjects in research, {or
easier recruitment and conscription of
research subjects, and for unimpeded ac-
cess to patient medical records and hu-
man biological materials.

In his landmark 1966 article,” Henry
Beecher, MD, then professor of re-
search in anesthesia at Harvard Medi-
cal School, was already concerned about
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growing expenditures for medical re-
search. He commented, “Taking into ac-
count the sound and increasing empha-
sis of recent years that experimentation
in man [sic] must precede general ap-
plication of new procedures in therapy,
plus the great sums of money available,
there is reasen o Fear that these require-
ments and these resources may be
greater than the supply of responsible
investigators.” In 1999 we have even
more reason for concern, given in-
creased federal and commercial {fund-
ing of research activities.

INSTITUTIONAL REVIEW
BOARDS

With respect to federally supported re-
search, institutional review boards (1RBs)
are designed to review and recommend
modification, if needed, of research pro-
tocols, to reject irresponsible protocols,
and Lo monitor ongoing projects. (The
hasic characieristics of the national IRB
system are spelled out in the federal regu-
lations concerning the protection of hu-
man subjects.'*7) The IRB system. how-
ever, has some inherentweaknessesand,
at present, is overwhelmed by the quan-
tity of protocols that are presented forre-
view. In the last few years, the Advisory
Committee cm Human Radiation Experi-
ments.** the Department of Health and
Human Services’ Office of the Inspector
General,’ and the US General Account-
ing Office?® have each issued reports that
questioned the capabilities of the IRBsys-
tem. The inspector general's 1998 report
states that “IRBs across the country are
inundated with protocols” and that this
“increased workload coupled with re-
source constraints, causes problems lor
IRBs and threatens the adequacy of their
reviews.”" According 1o the 1996 US
General Accounting Office report, “In
some cases the sheer number of studies
necessitates that IRBs spend only 1 012
minutes of review per study.”™

Efforts to fix the system, suchas there-
cent revision of the categories ol research
eligible for expedited review (ie, review
by as [ew as 1 member ofan IRB) have pro-
duced controversial results. ” Letterswrit-
ten by researchers and cthicists in reac-
tion to the revisions proposed in 1997 by
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OPRR provide evidence of lack of agree-
ment about the status of genetics research,
use of magneli¢ resonance imaging and
radiology in research, hehavioral rescarch
on groups, research using videotapes and
audiotapes of patients, research with chil -
dren, and medical records reviews. (The
108 comments wrilten inresponse to the
proposed revision were obtained by the
author from OPRR, pursuant to a Free-
dom of Information Act requestdated july
11,1998, These commeits are also avail-
able for viewing at OPRR in Rockville,
Md.)

The workload of IRBs is not the only
factor that may affect the adequacy of
review. Just as important is the way in
which the standards sct by the federal
regulations are applied. A rccent US
News & World Repor! investigation de-
scribes numerous [ailures in this re-
gard.?? As noted above, the key sub-
ject protections in the regulations are
(1) the requirement for informed con-
sent, which is supposed to be ob-
tained unless the conditions for a waiver
are met, and (2) the minimal risk stan-
dard, which is supposed to protect sub-
jects from incurring risks that are more
than minimal if they have not con-
sented and which is also used to rule
out expedited review for research in-
volving greater than minimal risk.

PROBLEMS DEFINING
MINIMAL RISK

Minimal risk is defined in the [ederal
regulations asa tisk for which “the prob-
ability and magnitude of harm or dis-
comfort anticipated . . . are not greater
in and of themselves than those ordi-
narily encountered in daily lile or dur-
ing the performance of routine physi-
cal or psychological examinations or
tests.”2 Howevet, there is substantial dis-
agreement about what constitutes mini-
mal risk, and the conceptis applied quite
variously. One group of commentaters
states: “Minimal risk’ seems to raise
more guestions than it solves. . . . There
appears to be no natural or uniform
understanding ol ‘minimal risk’ upon
which we can draw.”* The recent NBAC
repart on research involving persons
with mental disorders concurs: “The de-
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bate about the meaning of minimal risk
will surely persist because of the philo-
sophical and practical difficulties of de-
fining it precisely.” '™

Other difficulties arise in the deter-
mination of risk because the IRB sys-
tem is not designed to deal with the con-
calenation of the effects of research with
human subjects or to permit compara-
tive assessments of the decisions of dif-
ferent 1RBs. There is no effective over-
view of the system or of the experiences
of individuals or groups within the sys-
tem. What looks like minimal risk to a
local IRB may not appear that way in the
context of the information generated by
national research activities asa whole. Tn-
deed, Gary Ellis, PhD, Director i OPRR,
states that “the absence of comprehen-
sive oversight permits systematic under-
estiration ol risk by researchers” (oral
communication, August 1999). When a
minimal risk judgment is tied to a waiver
of consent, participation in research rests
on *substituted judgment.” itself haz-
ardous, because even “the mast careful
judgment regarding minimal risk can-
not speak to the risk tolerance of anin-
dividual subject.”#

MISIUDGMENTS
AND DIFFERENCES IN
INTERPRETATION OF RISK

Lntensilied oversight by OPRR has pro-
duced new evidence of misjudgment or
misstatement of risk. ln little more than
a year, research activities have been re-
stricted or suspended at & instilu-
tions. Among the most common com-
plaints in the letters sent by OPRR to
these institutions were [ailure to pro-
vide the saleguards required for the pro-
tection of vulnerable subjects and fail-
ure of investigators to accurately assess
risks in consent forms (Gary Ellis, PhD,
oral communication, August 1999,
Copies of the letters sent to 4 of these
institutions were obtained from OPRR
pursuant to a Freedom of Inlormation
Act request dated August 5, 1999.) At
1 of these institutions, in a rescarch
project involving “hyperactive” and
“normal” children, OPRR found that the
“combination of all research proce-
dures, including placement of an in-
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dwelling intravenous catheter for se-
rial blood drawing and administration
of fluids, fenfluramine challenge, and
genctic testing procedures” exceeded
the limits of minimal risk and that, for
the “normal” children in the controtl
group, the research was impermis-
sible under the federal regulations (let-
ter from OPRR 1o Mount Sinai School
of Medicine dated June 8, 1999},

The overall effects of misjudgments
or misstatements of risk cannot be ac-
curately assessed because, as noted
above, there is no comprehensive sys-
tem [or compiling information regard-
ing harm. Such assessment is also ham-
pered by the fact that many IRBs are
overwhelmed with adverse event re-
ports and do not have the capability to
review them carefully. 2*ipr##

Researchers have strongincentives to
seck minimal risk status for the research
they propose to speed their work, since
minimal risk research may obtain expe-
dited review and waiver of consent re-
quirements. The expanded list of catego-
ries of research eligible for expedited re-
view published by OPRR in November
1998°7 reflects the pressure from re-
searchers 1o make this list more inclu-
sive and fexible, As noted above, it in-
corporates several categoriesabout which
there was disagreement in the public
comments. For example, “one of the
most contraversial” involved “the use
of human tissue and medical records.™!
Although the final list noted that con-
fidentiality concernsand the risk of stig-
matization must be taken into account
in determining minimal risk status (a pre-
condition of eligibility for expedited re-
view), a number of writers argued that
the determination of minimal risk in ge-
netic studies and medical records re-
search is sufficiently problematic that re-
view by a fuil IRB (not just by 1 person
or a subset of the 1IRB) ought to be re-
quired for these kinds of research.

INCONSISTENCIES,
UNCERTAINTIES, AND
DISAGREEMENTS ABOUT
THE CONSENT REQUIREMENT

The consent requirement is currently
subject Lo the same pressures as the mini-
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mal risk standard. The Declaration of
Helsinki does not rule out altruism. The
patient or potential subject may choose
to make the ends of science his or her
own. ldeally in such cases, the indi-
vidual does not merely consent to par-
ticipation in a research project but {ully
identifies with the ends of the project.
(This is why surrogate consent raises
troubling issues.) The dislike of some re-
scarchers for the consent requirement,
which is the key to a research subject re-
maining a research subject rather than
becoming a rescarch object, is well
known. The requirement is difficult 10
carry out properly and doing so may im-
pede research, It may be regarded as an
“unnecessary readblock™ rather than as
an oppertunity for a useful and essen-
tial form of interaction with patients.

Undler the existing federal regulations,
awatver of the consent requirement can
be granted if the risk is minimal, the rights
and welfare of the subjects will not be ad-
versely affected, and it is impracticable
toget consent, A fourth condition requires
that, whenever appropriate, subjects will
be provided with pertinent information
alter participation in the research.? The
waiver-of-consent provision dilutes the
principle of consent as expressed in the
Nuremnberg Code and implicitly assumes
that the consent requirement can be
waived without necessarily violating a
subject'srights. The application of these
provisions has always been problemalic,
Given the difliculties of interpreting mini-
tnal risk, the application of the rights and
welfare criteria in determining the appro-
priateness of a waiver is crucial. {Thisis
clearly the case with research thatunder-
goesexpedited review, since minimal risk
isalready assumed.) But these criteriaalso
suffer from difficalties of interpretation.
In practice, IRBs may conflate the wel-
fare criterion with the minimal risk cri-
terion, while the rights criterionis given
little attention, perhaps because of uncer-
tainty about what a research subject’s
rights really are.*# In fact, at several
of the institutions found deficient by
OPRR, IRBs had granted waivers of con-
sent without finding and documenting
the presence of the 4criteria required by
the regulations.

The NBAC has recenily taken steps
both to strengthen and to weaken the
consent requirement. In its 1998 re-
port on rescarch involving persons with
mental disorders," the commission at-
tempted to provide enhanced consent
protection for persons with mental dis-
orders by recommending that in gen-
eral an “independent qualified protes-
sional” should assess the decision-
making capacity of such subjects when
they are included in research involv-
ing more than minimal risk. The com-
mission had reviewed protocols for a
number ol recently poblished studies
involving research of this kind, many
including patients with serious psychi-
atric conditions. According to Alex-
ander Capron, “Not a single protocol
gave cvidence ol any effort on the par
of the researchers (o assess subjects’ de-
cision-making capacily.”® Yet the com-
mission’s recommendation has pro-
voked an outpouring of protest from
psychiatric researchers. Curiously, this
effort to protect psychiatric patients has
been criticized as an atlempt to “stig-
matize” such patients,** rather than
welcomed as a step that might lead to
better protections tor patients with
other illnesses that may impair their de-
cision-making capacity.

[n contrast, a 1999 NBAC report on
research involving human biological
materials® proposes a weakening of the
consent requirement, advocating in
Recommendation 12 that the present
federal regulations he changed so that
IRBs (or in the case of expedited re-
view, IRB chairpersons) can grant waiv-
exs of the consent requirement [or stud-
ies involving identifiable, existing
human biological materials, even where
it is practicable to get consent-
because what is practicable may not be
convenient. In the words of the re-
port, “Even in instances when it might
be considered practicable to obtain con-
sent {or research use of stored biologi-
cal materials, it may be burdensome for
investigators to do so 2%

This is a noteworthy departure for the
commission, given that in 1997 it “re-
solved, as a matter of ethical prin-
ciple, that no person should be en-
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rolled in research without the twin
protections of informed consent and
independent review of the research.””
Meoreover, the recommendation is at
odds with the rationale for the waiver-
of-cansent provision. The waiver pro-
vision was instituted because of the
existence of situations of genuine im-
practicability and was designed solely
for a subset of such situations.
Recommendation 12 is also surpris-
ing, given the difficulties in cvaluating
the risks of human biological materials

research. The NBAC report™ states with

respect Lo genetics research and other
“rapidly advancing fields” that “poten-
tial harms to individuals whoare the sub-
jects of such research are poorly under-
stood and hence could be aver- or un-
derestimated. This is particularly true
ol nonphysical harms, which can occur
in research conducted using previously
collected human biological materials
when investigators do not interact di-
rectly with the persons whose tissucs,
cells, or DNA they are studying.”*®*
In [act, in an carlier chapter. the report
states: “In NBAC's judgment, where the
research usesidentified or coded samples
from previously collected specimens,
such usesare usually not justified with-
out the source’s consent, because the
risks te sourcesand others may be more
than minimal.”**** However, in the [i-
nal chapter of this report, NBAC states
(in Recommendation 107*# that stud-
ies that do notinvolve inappropriate re-
lease of infornation te the subjector to
third parties may be considered mini-
mal risk, On this peint the commission
errs, since a subject may validly object
to and may suffer harm asa result of the
pursuit and collection of information by
the very party carrying out the study
(whether governmental, commercial, or
academic).

Given the cominission’s shilting
opinions aboul the risk status ol
research with existing human biologi-
cal materials, it might have recom-
mended that such research, whether
“minimal risk™ or not, generally be
carried out with unlinked (anony-
mized)** M1 materials if consent
cannol be obtained, and it might have
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devised a new procedure for dealing
with exceptional situations. The com-
mission’s recommendation to aholish
the impracticability requirement for a
waiver of consent with respect to this
kind ol research forfeits the opportu-
nity lor feedback from the subjects
of such research in cases in which it
is practicable to obtain consent and
climinates the necessity for IRBs to
review the validity of impracticability
claims for a whole class of studies.

The negative impact of Recommen-
dation 12 may be compounded by the re-
port's final recommendation (Recom-
mendation 23), which urges that laws
governing access to medical records be
harmonized with rules governing re-
search on human biological materials.
The risks Lo subjects generally escalate
when information obtained from hu-
man biological materials is linked to in-
formation in medical records. In com-
bination with the decision by OPRR to
permit expedited review of studies us-
ing existing and prospectively collected
identitiable human biological speci-
mens, Lhese NBAC recommendations, if
adopted, will contribute to a weak re-
gime of protections with respect to ge-
netic investigations, namely a regime in
which a single individual is permitted to
mike the determination of minimal risk,
evaluate the merits ol a study, and grant
waivers of consent (applying the new,
lower waiver standards for studies us-
ing existing specimens).

MERGING CLINICAL PRACTICE
AND MEDICAL RESEARCH

Adherence to the consent requirement
is ot a guarantee of ethical research. Re-
scarch may violate what is ethically ac-
ceptable even when consent has been
granted.?* Yet the consent requirement
is a particularly critical component of
medical ethics, despite the difficulties that
attend its application. A recent pro-
posal to waive this requirement for cer-
tain randomized controlled trials gener-
ated strong criticisms,”*in part because
it would permit mingling the “fiduciary
relationship between an individual pa-
tient and a physician™ with the nonfidu-
ciary relationship between a researcher
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and suhject, without the patient or sub-
ject knowing that this had oceurred.™
Dissenters pointed out that the consent
requirement relies on “the central bie-
ethical principle of respect for per-
sons,™ a fundamental precept in this
country's bigethics tradition.

The NBAC is at a preliminary stage
of its work with respect to the US sys-
tem of protections for human re-
search subjects. At its meeting on Oc-
tober 22, 1999, upon urging tfrom the
assistant to the president for science and
technology policy, the commission de-
cided unanimously to underiake a com-
prehensive review of the lederal sys-
tem of protections. The commission
indicated an interest in recommend-
ing nuajor structural changes.

[n an earlier report on its prelimi-
nary findings, NBAC took note of the
lack of comprehensive public account-
ability in the current. decentralized IRB
systent. The report also commented that
“the absence of federal jurisdiction over
much privately funded research means
that the US government cannot know
how many Americans currently are sub-
jects in experiments, cannot influence
how they have been recruited, cannot
ensure that research subjects know and
understand the risks they are under-
taking, and cannot ascertain whether
they have been harmed.” !4 1t is fm-
portant to keep in mind that some of
these observalions also hold true with
respect 1o research that currently comes
under federal regulation.

Whatever the result of NBAC's work,
we must remain concerned about trends
to subordinate subject protections to
utilitarian efficiency, ¢conomic pres-
sures, or governmental overreaching.*
In a 1997 report Lo Congress, Donna
Shalala, Secretary of the Department of
Health and Human Services, stated that
the usual requirement of patient con-
sent for disclosure of personal medical
records must give way Lo “our public re-
sponsibility to support national priori-
ties—public health, research, cuality
care, and our fight against health care
fraud and abuse."** Shalala’s willing-
ness 10 grant broad access to patient rec-
ords occasioned protests in medical
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journals and the news media. ™ At is-
sue were not simply the risks that might
bhe imposed on patients and medical per-
sonnel by such liberal disclosure poli-
cies, but Shalala’s willingness 10 use bu-
reaucratically designated “national
priorities” as a rationale for overriding
a traditional patient right and, poten-
tially, patients’ civil rights as well.

The subordination of human subject
protections to “the interests of science
and society” may lead to a prolifera-
tion of greater than minimal risk inves-
tigations (frequently mislabeled as mini-
mal risk). carried out without consent or
with flawed consent procedures, and in

somme cases to harm that might have been
avoided. A willingness to dilute protec-
tions for human subjects and a failure to
respect individual autonomy in the re-
search setting is likely to have a marked
effect on the clinical setting as well.
The line between clinical practice and
medical research is becoming increas-
ingly blurred. The 1cols of medical in-
vestigation and of information gather-
ing arc being applied to human subjects
with escalating intensity. The expan-
sion of research using a variety ol im-
aging and monitoring devices, human
biclogical materials, and information
processing technologics may, before

long, turn every palient into a re-
search subject (or rather, research ob-
ject) simply by virtue of a decision 10
seck medical care. Assessing the broader
implications of this wend for medical
care and for sociely goes tar beyond the
assigned duties or competence of IRBs,
which generally examine research only
onanindividual, project-by-project ba-
sis and whose members inadequately
represent the interests of patients and
the public.* A renewed commitiment to
safeguarding the integrity of the hu-
man subject will require new lorums in
which sustained altention can be given
to these developments.
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